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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period wilt apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communlcation(s) filed on . 

2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) I^S is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) I^S is/are rejected. 

7) 13 Claim(s) 1 and 5 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [3 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 

11) n The oath or declaration is objected to by the Examiner. Note the attached Office Action orfonn PTO-152. 

Priority under 35 U.S.C. § 11 9 

1 2) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-{d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED OFFICE ACTION 

Information Disclosure Statement 

The information disclosure statement filed 07/28/2003 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. A copy of citation (E), 
Gibco BRL Catalog Life Technologies, Inc (1993), has not been provided in the instant 
application nor in the earlier filed, related applications of 09/846,826 (now abandoned) 
and 09/021 ,892 (now Patent No. 6,287,764). Said citation has been placed in the 
application file, but the information referred to therein has not been considered. 

Claim Objections 
Claims 1 and 5 are objected to because of the following informalities: 
Claims 1 and 5 each set forth a plurality of steps improperly separated by 37 
CFR § 1 .75 states that when a claim sets forth a plurality of elements or steps, each 
element or step of the claim should be separated by a line indentation (see also MPEP 
§ 608.01 (m)). There may be plural indentations to further segregate subcombinations or 
related steps. See 37 CFR 1 .75 and MPEP 608.01 (i)-(p). 
Appropriate conrection is required. 
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Specification 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 
§§1 .821(a)(1) and (a)(2). See, for example, the sequences listed in Table I on pages 25 
and 26, Figure 3, and in paragraph 0023 of the instant specification. The requirements 
of 37 CFR §§1 .821 through 1 .825 requires the submission of a computer readable form 
sequence listing, a paper copy for the specification, a statement under 37 CFR 
§§1, 821(f) and (g), and SEQ ID Nos, cited along with each sequence listed in the 
specification or Figures. 

The submission of a computer readable form (CRF), submitted by applicants on 
01/28/2004, containing the Ml 3 universal primer sequence disclosed in paragraph 0023 
of the instant specification is acknowledged, however the CRF does not contain a listing 
for the sequences disclosed in Table I on pages 25 and 26 or in Figure 3. Further, the 
specification does not contain a SEQ ID No cited along with each sequence in the 
specification or Figures. It is further noted that the instant specification in paragraph 
0049 identifies sequences of amplified products located in intron 1, intron 2, or intron 3 
along with the citation of SEQ ID Nos.:1-9, however the submitted CRF submitted on 
01/28/2004 does not contain listing of any sequences identified as amplified products 
from intron regions. 

Applicants are also reminded that SEQ ID Nos. are not required in the Figures per 
se, however, the corresponding SEQ ID Nos. then are required in the Brief Description 
of the Drawings section in the specification. Applicants are also reminded that a CD- 



Application/Control Number: 10/632,571 Page 4 

Art Unit: 1631 

ROM sequence listing submission may replace the paper and computer readable form 
sequence listing copies. Applicant(s) are given the same response time regarding this 
failure to comply as that set forth to this Office action. Failure to respond to this 
requirement may result in abandonment of the instant application or notice of a failure to 
fully respond to this Office action. 

Obviousness-Type Double Patenting 

Regarding use of the specification in obviousness-type double patenting 
rejections, the MPEP states in section 804: 

When considering whether the invention defined in a claim of an application is an 
obvious variation of the invention defined in the claim of a patent, the disclosure of the 
patent may not be used as prior art. This does not mean that one is precluded from all 
use of the patent disclosure. 

The specification can always be used as a dictionary to learn the meaning of a 
term in the patent claim. In re Boylan, 392 F.2d 1017, 157 USPQ 370 (CCPA 1968). 
Further, those portions of the specification which provide support for the patent claims 
may also be examined and considered when addressing the issue of whether a claim in 
the application defines an obvious variation of an invention claimed in the patent. In re 
Vogel, 422 F.2d 438, 441-42, 164 USPQ 619, 622 (CCPA 1970). The court in Vogel 
recognized "that it is most difficult, if not meaningless, to try to say what is or is not an 
obvious variation of a claim," but that one can judge whether or not the invention 
claimed in an application is an obvious variation of an embodiment disclosed in the 
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patent which provides support for the patent claim. According to the court, one must first 
"determine how much of the patent disclosure pertains to the invention claimed in the 
patent" because only "[t]his portion of the specification supports the patent claims and 
may be considered." The court pointed out that "this use of the disclosure is not in 
contravention of the cases forbidding its use as prior art, nor is it applying the patent as 
a reference under 35 U.S.C. 103, since only the disclosure of the invention claimed in 
the patent may be examined." 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
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double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1- 6 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-4 of U.S. Patent No. 6,287,764. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other. The instant claims are drawn to methods for typing HLA class I alleles and 
for determining tissue compatibility comprising amplifying HLA -A, -B, or -C alleles, 
producing at least two secondary HLA -A, -B, or -C alleles in a locus specific manner, 
producing at least two secondary HLA -A, -B, or-C locus specific amplicons, preparing 
at least two secondary amplicons for sequencing provided with an anchoring moiety and 
the Ml 3 universal primer DNA sequence of SEQ ID No, 1, attaching the anchoring 
moiety to solid supports, and DNA sequencing each secondary amplicon. The patented 
claims recite identical methods, but are generic with regards to the use of any primer 
sequence. However, the disclosure of U.S. patent 6,278,764 specifically teaches the 
preferred embodiment wherein the Ml 3 universal primer DNA sequence is SEQ ID No. 
1 as instantly claimed. 
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Conclusion 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(571)272-0549. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric S. DeJong whose telephone number is (571) 272- 
6099. The examiner can normally be reached on 8:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph.D. can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is (571 ) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
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(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center at 
(800)786-9199. 
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